
United States Patent and Trademark Ofhce 



APPLICATION NO. 



09/696,664 



FILING DATE 



FIRST NAMED INVENTOR 



10/25/2000 



Mark S. Abad 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark OfTice 
Addrew: COMMISSIONER OF PATENTS AND TRADEMARKS 
P.O. Box 1450 

Alexandria, Vliginta 22313-1450 

WWW.QSptO.gOV 



ATTORNEY DOCKET NO. | CONFIRMATION NO. 



38-21(5172l)B 



5102 



7590 



05/1 5/2003 



Lawrence M. Lavin, Jr. 
Patent Department, E2NA 
Monsanto Company 
800 N. Lindbergh Boulevard 
St. Louis, MI 63167 



EXAMINER 



BORIN, MICHAEL L 



ART UNIT 



P/U*ER NUMBER 



1631 

DATE MAILED: 05/15/2003 



It 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 
09/696,664 



Applicant(s) 



Abad et al 



Examiner 



Michael Borin 



Art Unit 

1631 



m 



— The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36 la). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
nnailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply wilt, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communication(s) filed on Mar 6, 2003 

2a) □ This action is FINAL. 2b) ^ This action is non-final. 

3) n Since this application is in condition for allowance except for format nnatters, prosecution as to the merits is 

closed in accordance with the practice under £x parre Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) VJ^ is/are pending in the application. 



4a) Of the above, claim(s) 2-7 
5)D Claim(s) 



6)K Claim(s)l_ 
?)□ Claim(s)_ 
8)0 Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
1 DD The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner, 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)U Some* c)U None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)n The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

"ll d Notice of References Cited (PTO-892) 4) Q Interview Summary (PTO-413) Paper No(s). 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) ^ Information Disclosure Statement(s) (PTO-1449) Paper No(s). 7 6) Q Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01 ) 



Office Action Summary 



Part of Paper No. 12 
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DETAILED ACTION 



Status of Claims 



1 . Response to restriction requirement filed 3/6/03 is acknowledged. Applicants 
elected, with traverse, Group I, and nucleic acid of SEQ ID No 2\ Applicant's 
argunnents were considered but are not deenried to be convincing. Inventions I and II 
are separate and distinct because the inventions are directed to different chemical 
types regarding the critical limitations therein. For Group II, the critical feature is a 
polypeptide whereas for Group I the critical feature is a polynucleotide. It is 
acknowledged that various processing steps may cause a polypeptide of group II to be 
directed as to its synthesis by a polynucleotide of Group I, however, the completely 
separate chemical types of the inventions of Groups I and II supports the undue search 
burden if both were examined together. Additionally, polypeptides have been most 
commonly, albeit not always, separately characterized and published in the 
Biochemical literature,^ thus significantly adding to the search burden if examiner 
together, as compared to being searched separately. As to the number of sequences 
examined, MPEP 803.04 states: 

Nucleotide sequences encoding different proteins are structurally distinct chemical compounds 
and are unrelated to one another. These sequences are thus deemed to normally constitute 

*It is noted that applicant erroneously addressed claim 2 as belonging to the elected group I. 
Claim 1, and SEQ ID No. 3 are examined on merits. 
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independent and distinct inventions within the meaning of 35 U.S.C. 1 21 . Absent evidence to 
the contrary, each such nucleotide sequence is presumed to represent an independent and 
distinct invention, subject to a restriction requirement pursuant to 35 U.S.C. 121 and 37 CFR 
1.141 et seq. 

Examination will be restricted only to a Group drawn to elected sequence. The 
restriction requirements still deemed proper and is therefore made FINAL. Claims 2-7 
are withdrawn from further consideration by the examiner, 37 CFR 1.142(b), as being 
drawn to a non-elected groups. Cancellation of claims 2-7 and amendment of claim 
1 to read on elected invention (SEQ ID No. 3) are requested. 

Sequence Listing 

2. The computer-readable sequence listing was approved by STIC for matters of 
form. 

Specification 

3. The disclosure is objected to because it contains an embedded hyperlink and/or 
other form of browser-executable code. See, for example, page 5. Applicant is 
requested to delete the embedded hyperlink and/or other form of browser-executable 
code. See MPEP § 608.01(b). 
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Claim Rejections - 35 U.S.C. § 101/ 112-1 



The following is a quotation of the 35 U.S.C. § 101: 

"Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent 
therefore, subject to the conditions and requirements of this title". 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 1 2: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated 
by the inventor of carrying out his invention. 

4. Claim 1 is rejected under 35 U.S.C. § 101 because the claimed invention lacks 
patentable utility due to its not being supported by either specific and/or substantial 
utility or a well established utility. The claimed subject matter is not supported by a 
specific, substantial, and credible utility because the disclosed uses are generally 
applicable to broad classes of this subject matter. In addition, further characterization 
of the claimed subject matter would be required to identify or reasonably confirm a 
"real world" use. The examiner does not find an adequate nexus between the 
evidence of record and the asserted properties of the claimed subject matter. 

The claim is drawn to substantially purified nucleic acid molecule of SEQ ID NO. 
3 that encodes a maize protein or a fragment of said maize protein. No open reading 
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frame, start/stop codons, or encoded protein is identified in the specification for SEQ 
ID NO. 3. No information about a maize protein encoded by the particular SEQ ID NO. 
3 is provided. 

There is no other particular identifying information associated with any SEQ ID 
NO. 3, The specification does not list any potentially homologous prior art sequences 
for SEQ ID NO. 3. 

General uses of polynucleotides set forth in the specification, as filed, include 
acquiring genes, identifying polymorphisms, determining plant traits, and DNA 
mapping. None of these is considered to be specific and substantial in view of the 
limited information provided in the specification. No plant traits are attributed to SEQ 
ID NO. 3. No complete gene is disclosed for SEQ ID NO. 3. No DNA maps or 
chromosomal locations are identified. No polymorphisms are identified. The 
specification does not disclose how a polymorphism would be recognized by those of 
ordinary skill in the art given the incomplete sequences disclosed. Further research and 
experimentation would be required to identify a full length sequence that encoded a 
full-length protein, to characterize the chromosomal location, to determine the 
presence of polymorphisms, and to determine any associated plant traits. Identifying 
and studying the properties of the claimed subject matter itself or the mechanisms in 
which the claimed subject matter is involved does not define a "real world" context 
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or use. Similarly, the other listed and asserted utilities are neither substantial nor 
specific due to being generic in nature and applicable to a myriad of such compounds. 
Note, because the claimed invention is not supported by a specific and substantial 
asserted utility for the reasons set forth above, credibility has not been assessed. 
Neither the specification as filed nor any art of record discloses or suggests any 
property or activity for the nucleic acid compounds such that another non-asserted 
utility would be well established for the compounds. 

The examiner does not find an adequate nexus between the evidence of record 
and the asserted properties of the claimed subject matter. Applicant should explicitly 
identify a specific, substantial, and credible utility for the claimed invention and 
establish a probative relation between any evidence of record and the originally 
disclosed properties of the claimed invention. 

5. Claim 1 is also rejected under 35 U.S.C. 1 1 2, first paragraph. Specifically, 
since the claimed invention is not supported by either a credible, specific, and 
substantial asserted utility or a well established utility for the reasons set forth above, 
one skilled in the art clearly would not know how to use the claimed invention. 
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Claim Rejections - 35 USC § 1 12, first paragraph. 

6. Claim 1 is rejected under 35 U.S.C. 1 1 2. first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a written description 
rejection. 

Claim 1 is directed to a nucleic acid molecule cQDjensiaa SEQ ID No, 3 "that 
encodes a maize protein or fragment thereof". The elected SEQ ID number 3 is a 
cDNA sequence from corn (2ea mays). These exact sequence meet the provision of 
written description. However, the claims encompass gene sequences, encoding 
sequences and so forth. None of these products meet the written description 
provision of 35 USC 112, firs, paragraph as there is no description of other elements 
included in DNA, such as non-coding, regulatory regions, etc. The specification fails 
to describe any open reading frames, start/stop codons, or encoded proteins for any 
SEQ ID NO, SEQ ID No. 3 in particular. As such, these nucleic acid molecules are not 
described. At best, the SEQ ID NO. may include a sequence encoding a fragment but 
no, a full length protein. The specification pravides insufficient written description to 
support the genus encompassed by the claim. 
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Vas-Cath Inc.v. Mahiirkar , 1 9 USPQ2d 1111, makes clear that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date 
sought, he or she was in possession of the invention. The invention is, for purposes 
of the "written description' inquiry, whatever is nov^ claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize 
that [he or she] invented what is claimed." (See Vas-Cath at page 1116.) 

With the exception of nucleic acid consisting of sequence of identified SEQ ID 
No, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed polynucleotides and/or proteins, regardless of the complexity or 
simplicity of the method of isolation. Adequate written description requires more than 
a mere statement that it is part of the invention and reference to a potential method 
for isolating it. See Fiers v. Revel , 25 USPQ2d 1 601 , 1 606 (CAFC 1 993) and Amaen 
Inc. V. Chuaai Pharma centical C.n I tH , 18 USPQ2d 1016. 

Conclusion. 

7. No claims are allowed 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Borin whose telephone number is (703) 
305-4506. Dr. Borin can normally be reached between the hours of 8:30 A.M. to 
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5:00 P.M. EST Monday to Friday. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Mr. Michael Woodward, can be reached on 
(703) 308-4028. The fax telephone number for this group is (703) 305-3014. 

Any inquiry of a general nature or relating the status of this application should 
be directed to the Group receptionist whose telephone number is (703) 308-0196. 



May 1 3, 2003 MICHAEL BORIN, PH D 

PRIMARY EXAMINER 



mlb 




